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The FTC’s New Take on 
Health-Related Advertising:  
What Companies Facing FTC Enforcement  
Need to Know
by John E. Villafranco, Katie Bond and Raqiyyah R. Pippins

F or at least the past decade, the vast majority of Federal 
Trade Commission (FTC or Commission) orders on 
health-related advertising have provided similar in-

junctive relief on future advertising claims.1 Specifically, most 
past orders simply have re-stated applicable law and required 
that companies possess “competent and reliable scientific evi-
dence.” The FTC has defined competent and reliable scientific 
evidence broadly and flexibly as “tests, analyses, research or 
studies that have been conducted and evaluated in an objective 

manner by qualified persons and are generally accepted in the 
profession to yield accurate and reliable results.”2

However, last year, in FTC v. LaneLabs, a New Jersey federal 
court dealt a blow to the FTC and held that a dietary supplement 
company was not liable for violating a previous order requir-
ing competent and reliable scientific evidence.3 This loss – a 
rarity for the FTC – triggered a swift and decisive response. 
Soon thereafter, at conferences and in interviews, FTC staff an-
nounced that the Commission would revise its standard order 
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language and substantiation guidance 
to be more specific.4 By July of this year, 
the FTC remained true to its word and 
announced two consent orders containing 
similar, more specific substantiation pro-
visions.5 These provisions were almost im-
mediately challenged as POM Wonderful, 
LLC filed a complaint in federal court on 
September 13, 2010, seeking declaratory 
relief and alleging that the substantiation 
standards are invalid, exceed the FTC’s 
jurisdiction, violate the First Amend-
ment and are arbitrary & capricious.6 In 
sharp contrast to the broad, traditional 
competent and reliable scientific evidence 
standard, the orders require as follows:
•	 Weight	loss	claims	(at	issue	in	one	

case) and claims to treat diarrhea in 
children or prevent absences from 
school (at issue in the other case), 
must be substantiated by at least 
two “randomized, double-blind, 
placebo-controlled” clinical trials, 
conducted by “different researchers, 
independently of each other;” and

•	 Claims	to	treat	or	prevent	disease	
(other than claims to treat diarrhea 
in children) must be approved under 
the Food and Drug Administration’s 
(FDA) drug approval process or al-
lowed by an FDA monograph.7

It remains to be seen whether such 
order provisions will become the de 
facto standard for substantiating certain 
types of health-related claims. Against 
this background, this article reviews (1) 
important precedent and policy con-
siderations in favor of the prior, broad 
standard and (2) significant precedent 
that places limits on the FTC requiring 
more specific substantiation, as part of 
fencing-in relief.

The Competent and Reliable 
Scientific Evidence Standard

The traditional competent and reliable 
evidence standard was developed in the 

landmark case, Pfizer, Inc., following an 
attempt by FTC staff to establish “ad-
equate and well-controlled studies” as the 
only “reasonable basis” for substantiating 
certain drug claims.8 The Commission 
rejected the proposed requirement that 
adequate substantiation always requires 
testing and held that a “reasonable basis” 
for a claim could include not only stud-
ies, but also medical literature, common 
usage and other standards supported 
by science. In finding that “complaint 
counsel . . . failed to demonstrate that 
the only reasonable basis for [certain] 
. . . affirmative product claims would 
be adequate and well-controlled scien-
tific studies or tests,” the Commission 
rejected the argument that a “reasonable 
basis could [never] be found in medical 
literature, clinical experience, or general 
medical knowledge.”9 The Commission 
also noted that a rigid, inflexible substan-
tiation standard would be inappropriate 
because there may be instances where 
scientific literature alone could provide 
the basis for a judgment of efficacy.10

Since Pfizer, the FTC has focused the 
definition of competent and reliable scien-
tific evidence on standards “generally ac-
cepted in the profession,” and with only a 
handful of exceptions has refrained from 
specifying rigid substantiation standards 
incapable of adaptation to changes in 
science over time.11 In fact, prior to Lane 
Labs, the FTC considered and consistently 
rejected broad proposals to impose more 
rigid standards. For example:
•	 In	a	1983	Request	for	Comment	on	

the Advertising Substantiation Pro-
gram, the FTC specifically requested 
comment on whether it should issue 
general standards for advertisers 
under order or “specific standards 
(e.g., two well-controlled clinical 
studies).”12 The FTC’s final rule con-
sciously declined to establish a spe-

cific standard of two well-controlled 
clinical studies.

•	 In 1998, after seeking input from 
stakeholders, the FTC published 
guidance on substantiating dietary 
supplement advertising.13 That guid-
ance rejected “fix[ed] formulas” for 
the amount and type of substantia-
tion and, instead, adopted the tradi-
tional, flexible competent and reliable 
scientific evidence standard.14

•	 In	2000,	the	FTC	denied	a	petition	
requesting rulemaking on dietary 
supplement claims substantiation 
and again declined to set specific 
standards: “[The Commission] has 
not established particular require-
ments for size, duration or proto-
col of scientific studies, nor has it 
provided any single fixed formula 
for the number and type of studies 
required to substantiate a claim. 
Instead, the Commission’s substan-
tiation doctrine allows for some 
flexibility in the type and amount 
of evidence required depending on 
the nature of the claim and how it is 
presented and qualified. The Com-
mission has determined that further 
refinement of the standard through 
rulemaking might result in a more 
rigid standard that, in some instanc-
es, could be higher than necessary to 
ensure adequate scientific support for 
certain specific claims.”15

In cases where the FTC seeks to 
impose a substantiation requirement 
more specific than the traditional com-
petent and reliable scientific evidence 
standard, companies should urge the 
FTC to consider the evolving nature of 
science, Pfizer’s endorsement of “medical 
literature, clinical experience, or general 
medical knowledge” as potential sub-
stantiation for claims and whether, over 
the time period during which the order is 
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imposed,16 the FTC’s proposed standard 
could become “higher than necessary 
to ensure adequate scientific support for 
certain specific claims.”

Limits on FTC  
Fencing-In Relief

The more specific provisions that 
the FTC is currently seeking constitute 
“fencing-in” relief. Fencing-in provisions 
reach more than the exact types of viola-
tions that were at issue in the investiga-
tion and are intended to prevent related 
deceptive acts or practices.17 The FTC has 
discretion in crafting orders and fencing-
in relief, and courts will defer a great deal 
to the FTC’s expertise before modifying 
an order: “Because of the Commission’s 
expertise in determining what remedy is 
required to eliminate an unfair or decep-
tive practice, the Commission is granted 
wide latitude in deciding the scope of its 
orders. In drafting the FTC Act, Con-
gress recognized that ‘there is no limit to 
human inventiveness in [the advertising] 
field.’ Accordingly, it authorized the Com-
mission to draft orders encompassing[, for 
instance,] all of an advertiser’s products or 
all products in a broad product category 
in order to ‘fence in’ known violators of 
the Act. ‘Fencing-in provisions serve to 
“close all roads to the prohibited goal, so 
that [an] order may not be by-passed with 
impunity.”’ In reviewing the Commis-
sion’s order, we must bear in mind its 
broad powers and its expertise in protect-
ing consumers. . . .”18

Limits still exist, however, to the types 
of fencing-in provisions that the FTC 
may require.

Order Provisions Must Be “Reasonably 
Related to Violations”

Fencing-in provisions must bear a 
“reasonable relation” to the advertiser’s 
violations of the FTC Act (FTC Act).19 In 
determining whether a reasonable rela-
tion exists, courts consider an array of 

factors. However, the baseline factor for 
consideration is whether the proposed 
relief is logically and rationally related to 
a defendant’s violations.20

In the landmark case, FTC v. Colgate-
Palmolive Co., the FTC challenged 
commercials representing that Colgate’s 
product, Rapid Shave, had such “super-
moisturizing power” that it allowed the 
sand to be shaved off of sandpaper im-
mediately after application.21 In actual-
ity, shaving sandpaper clean required a 
soaking time of about 80 minutes, and 
despite initial testing with real sandpa-
per, sand applied to plexi-glass was used 
in the ads.22 The Supreme Court upheld 
a fencing-in provision that prohibited 
misleading “test[s], experiment[s], or 
demonstration[s]” in ads, given that the 
provision had a “reasonable relation to 
the unlawful practices found to exist.”23

In contrast, in Trans World Accounts, 
Inc. v. FTC, the Ninth Circuit struck down 
a fencing-in provision lacking a reasonable 
relation to violations.24 The FTC sought 
to include in an order a provision barring 
a collection agency from misrepresenting 
the likelihood of legal action following fail-
ure to pay; however, the court found that 
such a provision was unwarranted, given 
that the defendant’s violations related only 
to misrepresentations about the timing 
and immediacy of legal action.25

In addition to the baseline require-
ment for a logical relationship, courts 
routinely consider the following factors 
in determining whether the breadth of 
fencing-in relief is “reasonably related” to 
the alleged violations:
•	 The	deliberateness	of	the	alleged	

violations;26

•	 The	seriousness	of	the	alleged	 
violations;27

•	 The	violator’s	past	record	with	
respect to advertising practices28 and 

•	 “’[T]he	adaptability	or	transferabil-

ity of the alleged unfair practice to 
other products.’”29

Other factors courts occasionally con-
sider include the following:
•	 “[T]he	seriousness	of	potential	viola-

tions, including health hazards;”30

•	 “’[T]he	difficulty	for	the	average	
consumer to evaluate [advertising 
claims] through personal experi-
ence;’”31 and

•	 Whether	a	provision	is	burdensome	
or oppressive.32

“In analyzing [the] factors, no single 
factor is determinative; the ‘more egre-
gious the facts with respect to a particu-
lar element, the less important it is that 
another negative factor be present.’”33 
“Courts . . . consider the circumstances 
of the violation as a whole, and not 
merely the presence or absence of any 
one factor.”34

Given the requirement for a “reasonable 
relation” between provisions and viola-
tions, a company faced with new, more 
specific forms of fencing-in relief should 
consider, first and foremost, the logical fit 
between the proposed relief and alleged 
violations. Importantly, as stated previous-
ly, the FTC’s past orders on health-related 
claims simply have required competent 
and reliable scientific evidence for future 
claims. For those orders, the reasonable 
relationship between the violations and 
the remedy was obvious. However, for the 
more specific types of fencing-in recently 
proposed by the FTC, a reasonable relation 
is likely to be less clear. For instance, if 
the FTC seeks a requirement for testing 
by different, independent researchers, the 
affected company should demand evidence 
that researcher or institutional bias ren-
dered the claims at issue deceptive.

Similarly, if the FTC seeks a requirement 
for specific test designs, the affected com-
pany should demand evidence that a lack 
of testing, using the same design, led to 
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claims being deceptive. Companies, next, 
should consider carefully whether factors, 
such as the deliberateness and seriousness 
of the alleged violations, actually justify 
the proposed provisions, and whether any 
proposed provisions, in general, are overly 
burdensome or oppressive in light of the 
alleged violations.

Order Provisions Must Comply with 
First Amendment Standards

Closely related to the requirement for 
a “reasonable relation” between provi-
sions and violations, a company faced 
with more specific forms of fencing-in 
also should consider the First Amend-
ment implications. “The First Amend-
ment does not permit a remedy broader 
than that which is necessary to prevent 
deception, or correct the effects of past 
deception.”35 In Litton Industries, Inc. 
v. FTC, the FTC found that sellers of 
microwave ovens had deceived consum-
ers by advertising the results of a flawed 
survey.36 The Ninth Circuit upheld provi-
sions of an FTC order that prevented 
misrepresentation of future surveys, 
but struck down provisions on misrep-
resenting “tests,” other than surveys.37 
The court held that the tests provision 
not only lacked a “reasonable relation” 
to violations, but also concomitantly 
infringed on constitutionally protected 
commercial speech.38 Unlike the survey 
provisions, the test provisions were “not 
reasonably necessary to the prevention of 
future violations.”39

Similarly, in Nat’l Comm’n on Egg 
Nutrition v. FTC, the FTC found that a 
trade group for the egg industry had de-
ceptively advertised that no scientific evi-
dence existed to show that eggs increase 
the risk of heart disease.40 The Seventh 
Circuit upheld an FTC order, insofar as it 
prevented similar misrepresentations in 
the future. The court, however, modified 
a provision that would have required the 

trade group to include in all ads a state-
ment “that many medical experts believe 
increased consumption of dietary choles-
terol, including that in eggs, may increase 
the risk of heart disease.”41 The court rea-
soned as follows: “The First Amendment 
does not permit a remedy broader than 
that which is necessary to prevent decep-
tion or correct the effects of past decep-
tion. . . . The condition in its present form 
would require [the trade group] to argue 
the other side of the controversy, thus 
interfering unnecessarily with the effec-
tive presentation of the pro-egg presenta-
tion. The desired preventive effect can be 
achieved by requiring the disclosure that 
there is a controversy among the experts 
and [the trade group] is presenting its 
side of that controversy. The additional 
statement in the form now ordered by the 
FTC should be required only when [the 
trade group] chooses to make a represen-
tation as to the state of available evidence 
or information concerning the contro-
versy. As thus modified, the challenged 
condition would not unnecessarily 
curtail [the trade group’s] right to present 
its position.”42

Like the tests provision in Litton 
and the disclosure provisions in Nat’l 
Comm’n on Egg Nutrition, new, more 
specific fencing-in provisions on health-
related advertising must not be broader 
than necessary to prevent deception or 
correct past deception. Alongside these 
cases, which focus strictly on fencing-in, 
Pearson v. Shalala and its progeny are 
also useful to consider.43 The Pearson 
cases involved FDA regulation of dietary 
supplement labeling claims, but never-
theless reached helpful broader conclu-
sions on the limits the First Amendment 
places on the regulation of health-related 
commercial speech. The thrust of the 
cases is that when “‘credible evidence’ 
supports a claim . . . the claim may not 

be absolutely prohibited.”44 Thus, in the 
context of fencing-in, before strictly 
prescribing substantiation standards 
(e.g., at least two “randomized, double, 
blind, placebo-controlled” clinical trials 
by different, independent researchers), 
the FTC must establish that no other evi-
dence could be considered “credible” and 
that requiring disclosures on any lesser 
type of evidence would not be adequate 
to prevent or correct deception.

Conclusion
In any FTC investigation of health-re-

lated advertising, a variety of precedents 
may come into play. For instance, a case 
involving a challenge to claims by a doc-
tor endorser likely would implicate the 
FTC’s Endorsement Guides and the legal 
requirements for holding individuals 
liable. However, post-LaneLabs, regard-
less of the specifics of a particular case, 
all companies facing FTC action or at 
risk of enforcement should be aware of 
the policy reasons and precedent in favor 
of maintaining the broad and flexible 
competent and reliable scientific evidence 
standard. All companies, likewise, should 
be aware of the legal limits to the FTC 
requiring more specific forms of sub-
stantiation through fencing-in. Although 
a company may ultimately choose to 
accept certain, specific substantiation 
requirements as a part of an individual 
settlement, being aware of relevant policy 
considerations and law will improve the 
company’s bargaining power. 
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